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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of Species Ml in the reply filed on 06/19/2006 is 
acknowledged. The traversal is on the grounds that the search required for one species 
would be required for the others because they include similar limitations. This argument 
is persuasive, and therefore the election of species has been withdrawn. Claims 1-20 
and 22-32 have been examined in this action. 

Claim Objections 

2. The numbering of claims is not in accordance with 37 CFR 1 .126 which requires 
the original numbering of the claims to be preserved throughout the prosecution. When 
claims are canceled, the remaining claims must not be renumbered. When new claims 
are presented, they must be numbered consecutively beginning with the number next 
following the highest numbered claims previously presented (whether entered or not). 

Misnumbered claims 22-32 been renumbered 21-31. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claim 4 and 1 6 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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• Regarding claim 4, the applicant claims, "wherein the wireless communication is 
via infrared light emitting diode". Wireless communication is not mentioned in any 
previous claims. 

• Regarding claim 16, the applicant claims, "a second indicator for indicating when 
the user should take the dose of medication". Where is the first indicator? 



Claim Rejections ■ 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 1 ,2, and 5-10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Schollmeyer et al. (USP 4,504,153). 

Regarding claim 1 , Schollmeyer et al. disclose a medication compliance device 
comprising: 

• a base station (9) having a communication link (8) and memory, the base station 
for receiving and storing medication-taking data and compliance data 

• a portable cap assembly for association with a container of medication, the 
portable cap assembly comprising: 

o a communication link (see column 3 lines 24-26) 
o a memory (see column 4 lines 28-38) 
o an indicator (see column 4 lines 59-61 ) 
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o a sensor (see column 3 lines 34-36) 

o a controller (16) for directing the communication link to receive and 

transmit and the memory to store the medication-taking data, for directing 
the indicator to activate according to the medication-taking data, for 
directing the sensor to gather and the memory to store the compliance 
data, and for directing the communication link to transmit the compliance 
data 

Regarding claim 2, Schollmeyer et al. disclose the device of claim 1 wherein the 
medication-taking data further comprises a medication-taking regimen (see column 1 
lines 6-7). 

Regarding claim 5, Schollmeyer et al. disclose the device of claim 1 wherein the 
base station transmits the compliance data to a remote location through a data network 
(see column 4 lines 55-58). 

Regarding claim 6, Schollmeyer et al. disclose the device of claim 1 and further 
comprising: 

• a programming station (5) for programming the portable cap assembly with the 
medication-taking data 

• wherein the portable cap assembly further comprises: 

o a cap (4) 

o a collar (4A) for attaching the cap to a container and interfacing with the 
programming station 
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Regarding claim 7, Schollmeyer et al. disclose the device of claim 6 wherein the 
collar further comprises a pivoting base for dispensing medication from the container 
(see column 3 line 29). 

Regarding claim 8, Schollmeyer et al. disclose the device of claim 1 wherein the 
indicator is a visual indicator (11). 

Regarding claim 9, Schollmeyer et al. disclose the device of claim 1 wherein the 
indicator is an audible indicator (13). 

Regarding claim 10, Schollmeyer et al disclose the device of claim 1 wherein the 
indicator is a tactile indicator (14). 

7. Claims 17-20 are rejected under 35 U.S.C. 102(b) as being anticipated by Varis 
(USP 6,702,146). 

Regarding claim 17, Varis discloses a medication compliance system comprising: 

• a portable medication dispenser (35) having an indicator for inducing compliance 
with medication-taking data (see column 4 lines 59-61), and a sensor for 
obtaining compliance data (see column 3 lines 34-40) 

• a base station (62) in communication with the dispenser, the base station for 
transmitting the compliance data from the sensor 

• a first computer (64a) in communication with the base station, the first computer 
for receiving the compliance data 

• a programming station (36) in communication with a second computer (66), the 
programming station for interfacing with the dispenser (35) to program the 
dispenser with the medication-taking data 
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Regarding claim 18, Varis discloses the system of claim 17 wherein the base 
station and first computer communicate through a data network (see Figure 7). 

Regarding claim 19, Varis discloses the system of claim 18 wherein the data 
network is coupled to a data server (64) for storing data for the system. 

Regarding claim 20, Varis discloses the system of claim 17 wherein the second 
computer (66) transmits the medication-taking data to the base station (62), which 
transmits the medication-taking data to the dispenser (see column 7 lines 26-31 ). 



Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over 



Schollmeyer et al. (USP 4,504,153) in view of Weisman (USP 6,302,295). 
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Regarding claim 3, Schollmeyer et al. disclose the device of claim 2 wherein the 
portable cap assembly further comprises a top with a child-proof lock mechanism (see 
column 3 line 29). They do not disclose the top to be transparent. Weisman discloses a 
transparent top. Therefore, it would have been obvious to a person of ordinary skill in 
the art at the time of the applicant's invention to modify Schollmeyer et al. by including a 
transparent top, as disclosed by Weisman, for the purpose of enabling the user to 
visually determine whether the daily dosage of medication has been taken. 

11. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schollmeyer et al. (USP 4,504,153) in view of Weisman (USP 6,302,295) and further in 
view of Sagar (USP 6,604,650). 

Regarding claim 4, Schollmeyer et al. in view of Weisman and in further view of 
Sagar disclose the device of claim 3. Schollmeyer et al. further disclose a device with a 
light emitting diode (22). However, they do not disclose a device wherein wireless 
communication is via infrared light. Sagar discloses wireless communication via infrared 
light. Therefore, it would have been obvious to a person of ordinary skill in the art at the 
time of the applicant's invention to modify Schollmeyer et al., as disclosed by Sagar, for 
the purpose of providing information relevant to the patient's prescription (see column 4 
lines 12-13). 

12. Claims 11-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schollmeyer et al. in view of Sagar (6,604,650). 

Regarding claim 1 1 , Schollmeyer et al. disclose a medication compliance device 
comprising: 
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• a portable cap assembly for attaching to a container, the cap assembly having 
memory for storing medication-taking data and compliance data (see column 2 
lines 19-24), a first indicator for indicating when a user should take a dose of 
medication stored in the container, and a sensor for sensing that the user has 
taken the dose of medication 

• a programming station (5) for programming the portable cap assembly with the 
medication-taking data 

• a base station (9) having memory for storing the medication-taking data and the 
compliance data, and wired communication (8) for transmitting the compliance 
data to a remote location 

They do not, however, disclose a cap with wireless communication for transmitting the 
medication-taking data and compliance data or a base station with wireless 
communication for receiving the medication-taking data and the compliance data from 
the portable cap assembly. Sagar discloses wireless communication for transmitting 
and receiving data between a bottle-cap and a base (see Figure 3). Therefore, it would 
have been obvious to a person of ordinary skill in the art at the time of the applicants 
invention to modify Schollmeyer et al. by including wireless communication for the 
purpose of transmitting and receiving data related to medication taking and compliance, 
as disclosed by Sagar, for the purpose of providing information relevant to a patient's 
prescription. 
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Regarding claim 12, Schollmeyer et al. in view of Sagar disclose the device of 
claim 1 1 . Schollmeyer further discloses a device wherein the portable cap assembly 
further comprises: 

• a collar (4A) removably connected adjacent an opening of the container (3) 

• a cap removably attached to the collar (see Figure 1 and column 3 lines 30-33) 

• wherein the collar and container are disposable and the cap is reusable 
Regarding claim 13, Schollmeyer et al. in view of Sagar disclose the device of 

claim 12 wherein the portable cap assembly further comprises: 

• a pivoting base that moves relative to a stationary base of the collar for 
dispensing the medication from the container (see column 5 lines 60-68) 

• wherein the sensor senses cap movement, which is stored as compliance data 
(see column 4 lines 34-40) 

Regarding claim 14, Schollmeyer et al. disclose the device of claim 1 1 wherein 
the base station is programmed with medication-taking data from a remote location (see 
column 4 lines 53-58). 

Regarding claim 15, Schollmeyer et al. in view of Sagar disclose the device of 
claim 1 1 and further comprising: 

• a computer (9) terminal electrically coupled (8) to the programming station (5) for 
programming the portable cap assembly with the medication-taking data. 
Regarding claim 16, Schollmeyer et al. in view of Sagar disclose the device of 

claim 11 wherein the base station further comprises: 



Application/Control Number: 10/670,595 Page 10 

Art Unit: 3651 

• a second indicator for indicating when the user should take the dose of 
medication (see column 4 lines 59-61) 

• wherein the second indicator is activated when the cap is within a range for 
communication with the base station 

13. Claims 22-23, and 25-27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Schollmeyer et al. (USP 4,504,153) in view of Burg II et al. (USP 
6,771,165). 

Regarding claim 22, Schollmeyer et al. disclose a medication compliance device 
comprising: 

• a collar (4A) for attaching adjacent an opening of a medication container (3), 

• a cap (4) attached to the collar, the cap further comprising: 
o a first communication link (17) 

o an indicator for inducing compliance with the medication-taking data (see 

column 4 lines 59-61) 
o a sensor for sensing compliance with the medication-taking data (see column 

3 lines 34-40) 

o a microcontroller (16), activating the indicator according to the medication- 
taking data, and gathering the compliance data from the sensor 
However, he does not disclose the collar having a first communication link and memory 
for storing medication-taking data and compliance data or the microcontroller to be used 
for engaging communication with the collar through the communication link. Burg II et 
al. disclose a collar having a first communication link and memory for storing 
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medication-taking data and compliance data and a microcontroller to be used for 
engaging communication with the collar through a communication link. Therefore, it 
would have been obvious to a person of ordinary skill in the art at the time of the 
applicant's invention to modify Schollmeyer et al. by including a collar having a first 
communication link and memory for storing medication-taking data and compliance data 
and a microcontroller to be used for engaging communication with the collar through a 
communication link, as disclosed by Burg et al., for the purpose of containing these 
components and enabling the collar to be free to rotate (see column 9 lines 25-25). 

Regarding claim 23, Schollmeyer et al. in view of Burg II et al. disclose the device 
of claim 22 wherein the cap further comprises: 

• a second communication link (26) for transmitting the medication-taking data and 
compliance data such that the data is accessible through a data network 
Regarding claim 25, Schollmeyer et al. in view of Burg II et al. disclose the device 

of claim 22 wherein the indicator is a visual indicator (1 1 ). 

Regarding claim 26, Schollmeyer et al. in view of Burg II et al. disclose the device 
of claim 22 wherein the indicator is an audio indicator (13). 

Regarding claim 27, Schollmeyer et al. in view of Burg II et al. disclose the device 
of claim 22 wherein the collar further comprises: 

• a stationary base adjacent the opening of the container (4A) 

• a pivoting base coupled to the stationary base (28) 

• wherein the pivoting base pivots relative to the stationary base to dispense the 
medication and the sensor senses movement of the pivoting base 
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14. Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schollmeyer et al. (USP 4,504,153) in view of Burg II et al. (USP 6,771,165) and in 
further view of Varis (USP 6,702,146). 

Regarding claim 24, Schollmeyer et al. in view of Burg II et al. disclose the device 
of claim 22. However, they do not disclose wherein the collar further comprises a 
second communication link for receiving the medication-taking data. Varis discloses a 
collar with a second communication link for receiving the medication-taking data. 
Therefore, it would have been obvious to a person of ordinary skill in the art at the time 
of the applicant's invention to modify Schollmeyer et al. by including a collar with a 
second communication link for receiving the medication-taking data, as disclosed by 
Varis, for the purpose of transmitting information regarding dispensing events (see 
column 6 line 45). 

15. Claims 28-32 are rejected under 35 U.S.C. 103(a) as being unpatentable over de 
al Huerga in view of Sagar (USP 6,604,650). 

Regarding claim 28, de la Huerga (USP 6,032.155) discloses a method of 
inducing and tracking compliance with a medication-taking regimen, the method 
comprising: 

• receiving medication-taking data (see column 2 lines 36-55) 

• alerting a user to take a dose of medication (1 8) 

• gathering compliance data (36) 

• transmitting the compliance data to a base station (see abstract) 
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However, he does not disclose the transmission to specifically be by wireless 
communication. Sagar discloses transmission by wireless communication. Therefore, it 
would have been obvious to a person of ordinary skill in the art at the time of the 
applicant's invention to modify de la Huerga by including wireless communication for the 
purpose of providing information relevant to a patient's prescription (see column 4 lines 
12-13). 

Regarding claim 29, de la Huerga in view of Sagar disclose a method further 
comprising: 

• transmitting the compliance data from the base station to a data network (see 
abstract and 240) 

• accessing the compliance data from the network (see column 17 lines 27-34) 
Regarding claim 30, de la Huerga in view of Sagar disclose a method wherein 

medication-taking data is received and compliance data is gathered for a plurality of 
users (see column 9 lines 19-35). 

Regarding claim 31 , de la Huerga in view of Sagar disclose a method wherein 
medication-taking data is received and compliance data is gathered for a plurality of 
medications (see column 9 lines 19-35). 

Regarding claim 32, de la Huerga in view of Sagar disclose a method wherein 
accessing the compliance data is carried out with proprietary software for programming 
a remote terminal, tracking the medication-taking data and compliance data, displaying 
the medication-taking data and compliance data, and generating custom reports (see 
column 4 lines 6-20). 
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Conclusion 

16. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael K. Collins whose telephone number is (571) 

272- 8970. The examiner can normally be reached on 8:30 am - 5:00 pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gene O. Crawford can be reached on (571) 272-691 1 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



M.C. 

8/17/2006 




